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MEDOCHEMIL

I'tpenapar:

Flepauie 1o BTOPHHEC MAKYBIIRA
Mezokemi JITH (3asoa AL)

2 Mixaes Epaxncoc Crpit,

Asknoc Araacioc BayCTpitTend 3018,

Axmor Aranacioe Himaccon, 4101, Kinp
Jlinensis vostep: 032
HBIT Ceprndicar Ne: MEDAZ2022/001

CEPTHGRIKAT AKOCTI

PAMIMESY, tabaerks no 10 M

Viakoska: 1o 10 rabrerok y Guicrepi, 1o 3 Saicrepi B kopodul

Cepist Not E8F035

Nokyneas: «TOB «XOK «biokony Yrpaina
Hominansudt sader: | rabnerka sietyre: paminpuay 10 sr
Possip cepilt 6668 YNakoBoK

Pecerpaniitne nocnizuenus v Yipaiii: UA/10153/0] 703

BupoGunurso npoayKry, BHILCK cepii.
Megoremi JITIL {Lenmpaasunil 3asoa)
110, sys. Koncranrunynoaes,
Jimaceon, 3041, Kinp
Jlinensin womep: 032
FB1T Cepraudikar Ne: MEDO 120217001

Jtara supoOunursa: 0672024

Npyaarinit 2o 0672026
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YIPHMARHS NiKy PaMifpily Ha XpOMATOrpai CTanapTHOro
PO3HHHY,

Ouanopianierh
AVIOBRHIEX MMM

Bixnosiio a0 Cop.o, 2940

Cepes Maca
radaersa

260 mrx 5%

Posnanamnns

260.7 M1

Crifikiers Tabaerox | He menme 30 H 83 H
;10 po3iaBionanis -

Crupanicrs He Ginue 1,0 % 0,1 %
Kinvxicne 953 - 105 % paminpiory 8L HOMIHAALHOTO 98.6 Y%
BHSHAYCHES

CyuyTHE JoMIIKA

goMinIeH A (paninpiay mernposnii edip) £ 0.5 %

nosimkn C (rexcariapopasinpni) £ 0,5 %
sosinna J§ (paminpha aukeroninepasiag £ 0.5 %
aomimgn B (pasinpun-aianu) € 0.5 %

KOWHOT HeBiLoMOT ostirn £ 0,2 %

Cyma peix aomimok € 1,0%

Fle BHaBaCHO
He pagsneno
He BUABACHO
0,226 %

He augsiacHo
He suapiaeno
P 0,226 %

flokasunku Bumorn cnenndikand! Pesyanratn
Onue Gint aGo wahvke Gimi Kancyionouibui naocki tabnern Oe3
OOONOHKH 31 CKOMICHUMI KDAAMH, 3 PHCKQIO 3 0AHiCT CTOPOHH Bianosizxae
T4 110 OFOM BoKaM Ta HAAIHCOM «Rdn, posmipasu Gamexo 11.0
X 3,5 MM,
- Lnewradgiranin Uac  yrpuManns  niky  paminpaiy  Ha ApOMETOTpas
i BUNPOBYBAHONO  POBMMHY  [TOBHHCH pianonizars  uacy | Bianosizac

Lxommm

Escherichia coli Oy siaeymip 1

Posumenns He merwe 75 % (O} 1008%
MixkpoOioaorivna TAMC - ne Ginniue <10 KYO!r
AUCTOTA™ TYMC - ne Binsue 107 KYO/r, <10 K¥O/r

Bianosywe

1 NPOGCOMILCA AU BYIUIOMY QU

LM 5 3ECBIANYI0, TG HABSAEHA BULC THHOPMAIH € A0CTOBIPHOIO T4 TOUHOK). Lo cepito npoayrilil Gyio
BHPOBACHO (BRAOUAOY NAKYBINHA/MAPKYBAIHA) T4 HPOBEACHO KOHTROAD Tosxocti Ha pueBaaHAUeH i
Alsvmgd y nosuiil sigoosianocri 3 mivoramy GMP, seranosncunmi MICUCBHM PEryJASTOPHIM OPradoM, &
TaKOW BiAOBiANO A0 cnetudikauii, o MICTATECH ¥ PeecTpauliiiHoMy 40Che abo toprosiit ninessil kpain-
BupoaGiika abo Kpali-IMIOpTepa, SKLIO NPOAYKLIO IMOPTOBAHO, abo y nocke cneindiauniil na nperapar

e S hapcbroro  sacody, Tipotoxkons  supoOHIUTEA, NAKYBanHA T4 ananizis  Gyao

Hara: 24.07.2024



Primary and sceondary packing:

Medochemde LTD (Fagtory AZ)

2 Michael Brakleous Street, Agios Athanassios

Industrinl Area, Agios Athanassios, Limassol 4101, Cyprus
License nawber; 032 Ldcense nunber: 032
GMP Certificate No: MEDAZ2022:001 GMP Certificate No: MEDOL202 11001

CERTIFICATE OF ANALYSIS

MEDQLEREMIK

Manufacturing in butk, batch release:
Medochemie LTD (Contral Factory)
110 Constantinoupoleos Street
Limassol, 3011, Cyprus

Product: Ramimed, tablets 10mg Manuf. Date: 0672024
Pack: 10 tablets in blister. 3 blisters in carton

Bateh No: E8FQ35

Customer; LTD "CPC" "BIOCON" UKRAINE
Label claim: Ramipril 10 mg per tablet

Batch size: 6,666 packs

Registration certificate in Ukraine: UA/I0153/01/03

Expiry Date: 06/2026

ANALYSIS PERFORMED SPECIFICATIONS RESULTS

C White 1o fo" white, capsule-shape, un-coated, flat tablets,

I | Appearance 110 x 8.3 mm, scored on one side and side walls, Contorms

¢ marked R4,

m o, HPLC peak for Ramipril shows the same retention time | ., .
i1 ldentification N b N J Conforms
as that for the reference standard

c - . -, - . " g
o | Uniformity of dosage units Complics with EP 2.9.40 27
I

Average sveight

260 mg & 8%

261L T

Disintegration Not more than 15 minutes 2 minutes
a | Hardnesy Not less than 30N 83N
§ Friability Not more than 1.0% 0.1%

Assay 95,0% ~ 105.0% of the labelled amoun 9}% &

o z()

Release limits

Related substances fmp. A (Romipril methyl ester)NMT 0.5% Not detecied
P 1 Release limits Imp. B (Ramipril isopropyl ester) NMT 0.5 % Mot detected
h Tmp. O (Hesahyvdroramipri MMT 0.5 % Mot detected
v Iinp. ) (ramipeil dz&xmplpemmc‘) NMT (.3 % 0.226%
S Impurity E (Ramipril diacid) NMT 0.5 % Not detected
i Single unidentified mlpurm NMT 0.2 % Not detected
¢ mat mpurities: NMT [0 % 0.226%
a
1

Not {ess than 75.0%(Q) of the labelled amount of

A i 100.8%
Ramipril is dissolved in 30minutes ’

Dissolugion

Total Aerabic Micrabial Count: NMT 10° CFU// <10eluf
Total combined Yeast/Mould Count:NMT 107 CFU < H ‘c‘f.m’gg,
Absence of Escherichia coli: Absent from Iy Conforms

Microbiological Control*

* Nt Routinely Performed

Hereby 1 confirm the above mentioned information is complete and aceurate, The batch was manufactured { (ineluding
packing/marking) and inspected for quality In the above mentioned site in strict correspondence to GMP ruquxrcnu,mn.
established by regulatory authorities ’md also in accordance with specifications included into the Master File or trade
ticence of nmrmfdctunum x or importing country, if the products are imported, or in the Drug Master File for drug Tor an
investigation medicinal prodoct, Reports on production. packing and analyses were rwncwcd and the contespondence
with GMP established.
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Qualified Person:. "'?r K mmmnir #7541 K.Nicolaou

MEDOCHEMIE LTD

Date:24/067/2024.




